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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Social  Security  Administration 
[  20  CFR  Part  405  ] 

[Regulations  No.  5] 

FEDERAL  HEALTH  INSURANCE  FOR  THE 
AGED  AND  DISABLED 

Proposed  Conditions  for  Coverage  of 

Services  of  Independent  Laboratories 

Notice  is  hereby  given,  pursuant  to  the 
Administrative  Procedure  Act  (5  U.S.C. 
553)  that  the  amendments  to  the  regula¬ 
tions  set  forth  in  tentative  form  below 
are  proposed  by  the  Commissioner  of 
Social  Security,  with  the  approval  of  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare.  For  an  independent  laboratory  to 
qualify  for  reimbursement  under  the  sup¬ 
plementary  medical  insurance  part  of  the 
health  insurance  program  for  the  aged 
and  disabled,  the  independent  laboratory 
must  meet  certain  statutory  require¬ 
ments  of  section  1861 (s)  of  the  Social 
Security  Act  and  conditions  established 
by  regulations  in  the  interest  of  health 
and  safety. 

Previously  on  February  16,  1972,  there 
was  published  in  the  Federal  Register 
(37  FR  3492)  a  notice  of  proposed  rule 
making  which  set  forth  proposed  amend¬ 
ments  to  regulations  relating  to  the  con¬ 
ditions  for  coverage  of  services  of  inde¬ 
pendent  laboratories. 

Interested  parties  were  given  the  op¬ 
portunity  to  submit  within  30  days  data, 
views,  or  arguments  with  regard  to  the 
proposed  amendments. 

Comments  were  received  from  several 
persons,  including  representatives  of  pro¬ 
fessional  societies.  State  agencies,  and 
the  Center  for  Disease  Control.  Most  of 
the  suggested  changes  were  of  a  clarify¬ 
ing  nature,  with  the  exception  of  a  major 
change  agreed  upon  by  the  Social  Se¬ 
curity  Administration,  the  Center  for 
Disease  Control,  and  the  Bureau  of  Qual¬ 
ity  Assurance  of  the  Public  Health  Serv¬ 
ice  with  regard  to  the  condition  for  qual¬ 
ity  control.  In  order  to  achieve  coordina¬ 
tion  of  the  technical  standards  with 
those  promulgated  under  the  Clinical 
Laboratories  Improvement  Act  of  1967, 
it  was  decided  to  substitute  the  standard 
on  quality  control  currently  in  effect 
under  the  Clinical  Laboratories  Improve¬ 
ment  Act  regulation  for,  §  405.1317 
(Quality  Control)  as  announced  under 
the  notice  of  proposed  rule  making.  Such 
substitution  is  in  keeping  with  Congres¬ 
sional  intent,  as  expressed  in  the  Senate 
Finance  Committee  Report  on  Pub.  L. 
92-603. 

Because  of  this  substantive  revision  to 
the  notice  of  proposed  rule  making  of 
February  16,  1972,  and  because  of  the 
time  which  has  elapsed  since  the  com¬ 
ment  period  on  that  notice  ended,  the 
Commissioner  of  Social  Security  and  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare  have  determined  that  a  new  notice 
of  proposed  rule  making  should  be  pub¬ 


lished.  In  view  of  the  previous  oppor¬ 
tunity  to  comment,  a  further  period  of 
15  days  for  comments  is  hereby  afforded. 
Any  comments  previously  submitted  in 
connection  with  the  prior  notice  of  pro¬ 
posed  rule  making  need  not  be  resub¬ 
mitted. 

As  indicated,  the  standards  of  quality 
control  proposed  herein  are  fully  con¬ 
sistent  with  the  standards  currently  in 
effect  under  authority  of  the  Clinical 
Laboratories  Improvement  Act.  Com¬ 
ments  received  on  the  quality  control 
standards  contained  in  this  Notice  will 
be  reviewed  in  the  context  that  the  Cen¬ 
ter  for  Disease  Control  is  expected  to 
propose  revised  quality  control  regula¬ 
tions  within  the  next  year,  and  that  con¬ 
forming  revisions  will  concurrently  be 
proposed  for  the  conditions  for  coverage 
of  services  of  independent  laboratories 
participating  in  the  Medicare  program 
in  effect  at  that  time. 

All  other  amendments  proposed  under 
the  notice  of  proposed  rule  making  of 
February  16,  1972,  are  also  proposed  in 
this  notice,  with  the  following  significant 
exceptions : 

a.  The  material  in  §§  405.1301-405.1309 
has  been  incorporated  into  Subpart  S — 
Certification  Procedure  for  Providers  and 
Suppliers  of  Services  (formerly  Sub- 
part  T) . 

b.  Section  405.1310  has  been  redesig¬ 
nated  §  405.1311. 

c.  Definitions  of  the  terms  "radiobio¬ 
assay”  and  “approved  clinical  labora¬ 
tory,”  as  well  as  the  definition  of  “sub¬ 
stitution  of  education  for  experience,” 
have  been  located  in  the  new  §  4oj.l310. 
The  term  “group  practice”  has  been  de¬ 
leted  from  this  section  as  it  is  not  used 
in  the  remainder  of  the  regulations.  In 
addition,  a  definition  of  “elinical  labora¬ 
tory  tests,”  which  appeared  in  §  405.1311 
(b)  of  the  notice  of  proposed  rule  mak¬ 
ing,  has  been  recaptioned  as  “clinical 
laboratories”  and  conforming  editorial 
changes  made.  This  provision,  which  sub¬ 
stantially  reflects  the  provisions  now  con¬ 
tained  in  20  CFR  405.1311,  was  thus  re¬ 
vised  because  the  term  “clinical  labora¬ 
tory  tests”  is  not  mentioned  in  the  reg¬ 
ulations,  whereas  “clinical  laboratory” 
appears  several  times. 

Prior  to  the  final  adoption  of  the  pro¬ 
posed  amendments  to  the  regulations, 
consideration  will  be  given  to  any  data, 
views,  or  arguments  pertaining  thereto 
which  are  submitted  in  writing  in  tripli¬ 
cate  to  the  Commissioner  of  Social 
Security,  Department  of  Health,  Educa¬ 
tion,  and  Welfare  Building,  Fourth  and 
Independence  Avenue,  SW.,  Washing¬ 
ton,  D.C.  20201,  on  or  before  July  17, 
1974. 

Copies  of  all  comments  received  in  re¬ 
sponse  to  this  notice  will  be  available  for 
public  inspection  during  regular  business 
hours  at  the  Washington  Inquiries  Sec¬ 
tion,  Office  of  Public  Affairs,  Social  Secu¬ 
rity  Administration,  Department  of 
Health,  Education,  and  Welfare,  North 
Building,  Room  4146,  330  Independence 
Avenue  SW,  Washington.  D.C,  20201. 


(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.800,  Health  Insurance  for 
the  Aged — Hospital  Insurance;  No.  13.801. 
Health  Insurance  for  the  Aged — Supple¬ 
mentary  Medical  Insurance.) 

Dated;  June  13,  1974. 

J.  B.  Cardwell. 

Commissioner  of  Social  Security. 
Approved:  June  20, 1974. 

Caspar  W.  Weinberger, 

Secretary  of  Health,  Education , 
and  Welfare. 

Subpart  M  of  Part  405  of  Chapter  III 
of  Title  20  of  the  Code  of  Federal  Regu¬ 
lations  is  revised  to  read  as  follows ; 

Subpart  M — Conditions  for  Coverage  of  Services 
of  Independent  Laboratories 

Sec. 

405.1310  Definitions. 

405.1311  Condition — compliance  with  State 

and  local  laws. 

405.1312  Condition — clinical  laboratories; 

,  laboratory  director. 

405.1313  Condition — clinical  laboratory;  su¬ 

pervision. 

405.1314  Condition — clinical  laboratory; 

'  tests  performed. 

405.1315  Condition — clinical  laboratory: 

technical  personnel. 

405.1316  Condition — clinical  laboratory; 

management. 

405.1317  Condition — quality  control. 

Subpart  M — Conditions  for  Coverage  of 
Services  of  Independent  Laboratories 

§  405.1310  Definitions. 

For  purposes  of  this  Subpart  M.  the 
following  definitions  apply; 

(a)  Independent  laboratory.  An  inde¬ 
pendent  laboratory  performing  diagnos¬ 
tic  teste  means  one  which  is  independent 
both  of  the  attending  or  consulting  phy¬ 
sician’s  office  and  of  a  hospital  which 
meets  at  least  the  requirements  specified 
in  section  1861(e)  of  the  Act  to  qualify 
for  payment  for  emergency  hospital  serv¬ 
ices  under  section  1814(d)  of  the  Act.  A 
laboratory  which :  (1)  is  located  in  a  hos¬ 
pital  which  meets  at  least  the  require¬ 
ments  specified  in  section  1861(e)  of  the 
Act  to  qualify  for  payment  for  emergency 
hospital  services  under  section  1814(d) 
of  the  Act  or,  if  outside  the  hospital,  is 
operated  under  the  supervision  of  the 
hospital  or  its  organized  medical  staff, 
and  (2)  serves  the  hospital’s  patients,  is 
not  an  independent  laboratory.  Services 
furnished  by  out-of-hospital  laboratories 
under  the  direction  of  a  physician,  such 
as  a  pathologist,  are  considered  to  be 
subject  to  the  conditions  where  the  phy¬ 
sician  holds  himself  and  the  facilities  of 
his  office  out  to  other  physicians  as  being 
available  for  the  performance  of  diagnos¬ 
tic  tests.  A  laboratory  maintained  by  a 
physician  for  performing  diagnostic  tests 
for  his  own  patients  is  exempt  from  the 
conditions  unless  such  laboratory  per¬ 
forms  a  significant  volume  of  diagnostic 
tests  on  referral  from  other  physicians. 

(b)  Clinical  laboratory.  The  term 
“clinical  laboratory”  means  a  facility  for 
the  microbiological,  serological,  chemi¬ 
cal,  hematological,  radiobioassay,  cyto¬ 
logic  al,  biophysical,  immunohematologi- 
cal,  pathological  or  other  examination 


FEDERAL  REGISTER,  VOL.  39,  NO.  128— TUESDAY,  JULY  2,  1974 


PROPOSED  RULES 


24465 


of  materials  derived  from  the  human 
body,  for  the  purpose  of  providing  Infor¬ 
mation  for  the  diagnosis,  prevention,  or 
treatment  of  any  disease  or  assessment 
of  a  medical  condition. 

(c)  Proficiency  testing  program.  A 
proficiency  testing  program  Is  one  which 

(1)  Is  either  operated  or  approved  by  the 
State  agency,  or  by  the  Secretary,  and 

(2)  meets  at  a  minimum  the  require¬ 
ments  for  a  proficiency  testing  program 
acceptable  to  the  Secretary. 

(d)  Subsequent  to  graduation.  The 
phrase  “subsequent  to  graduation” 
means  laboratory  training  and  ex¬ 
perience  acquired  after  receipt  of  the 
degree  specified.  However,  for  purposes 
of  §  405.1312  or  5  405.1313,  experience  as 
a  technologist  in  an  approved  clinical 
laboratory,  which  was  gained  prior  to 
acquiring  such  degree,  or  prior  to  quali¬ 
fying  as  a  technologist  under  §  405.1315 
(b)(l)(iv),  may  be  substituted  on  an 
equivalency  basis  of  1.5  years  of  such  ex¬ 
perience  for  every  1  year  of  postdegree 
training  and  experience,  for  up  to  one- 
half  of  the  total  years  of  training  and 
experience  specified;  and  experience  as 
a  general  supervisor  In  an  approved 
clinical  laboratory,  which  was  gained 
prior  to  acquiring  such  degree,  may  be 
substituted  on  a  1-for-l  basis  without 
limitation.  Furthermore,  where  part  of 
the  experience  specified  must  be  In  one 
of  the  laboratory  specialties,  experience 
In  the  specialty  must  comprise  at  least 
half  of  the  total  required. 

(e)  Director  at  the  doctoral  level.  The 
term  “director  at  the  doctoral  level” 
means  a  person  having  the  qualifications 
described  in  5  405.1312(b)  except  for 
paragraphs  (b)(5)  (ii) ,  (ill),  and  (iv). 

(f)  Consultation.  A  “consultation”  is 
a  communication  between  two  or  more 
physicians  concerning  the  diagnosis  or 
treatment  In  a  given  case.  Consultation 
would,  when  Indicated,  include  history 
taking,  examination  of  the  patient,  and 
rendering  to  the  attending  physician  an 
opinion  concerning  diagnosis  and/or 
treatment. 

(g)  Technician  trainee.  The  term 
"technician  trainee”  means  a  high  school 
graduate  or  equivalent  who  is  gaining 
the  required  2  years  of  clinical  labora¬ 
tory  experience  to  qualify  as  a  tech¬ 
nician,  and  is  participating  in  a  struc¬ 
tured  training  program  designed  to  pro¬ 
vide  the  trainee  with  a  broad  range  of 
laboratory  procedures  of  progressive 
technical  difficulty. 

(h)  Personal  and  direct  supervision. 
The  phrase  “personal  and  direct  super¬ 
vision”  means  that  a  qualified  general 
supervisor  or  supervisory  cytotechnolo- 
gist,  where  applicable,  Is  present  In  the 
immediate  bench  area  when  laboratory 
procedures  are  being  performed. 

(i)  Approved  clinical  laboratory.  The 
term  “approved  clinical  laboratory” 
means  a  clinical  laboratory — with  a  di¬ 
rector  at  the  doctoral  level — of  a  hospi¬ 
tal,  a  health  department,  university, 
medical  research  Institution  or  military 
installation  of  the  United  States  Gov¬ 
ernment;  a  clinical  laboratory  approved 
under  this  subpart,  a  clinical  laboratory 


licensed  under  The  Clinical  Laboratories 
Improvement  Act  of  1967;  or,  in  a  State 
which  regulates  clinical  laboratory  per¬ 
sonnel,  a  clinical  laboratory  acceptable 
to  that  State. 

(j)  Accredited.  The  term  "accredited” 
means  having  the  approval  conferred 
upon  schools,  Institutions,  or  programs 
where  appropriate  by  a  nationally  recog¬ 
nized  accrediting  agency  or  association 
as  determined  by  the  U.S.  Commissioner 
of  Education. 

(k)  Substitution  of  education  for  ex¬ 

perience.  The  phrase  “substitution  of 
education  for  experience,”  applies  only 
to  §§405.1313(b)(5),  405.1315(b)(5), 

and  405.1315(d)(5)  and  means  that  a 
minimum  of  30  semester  hours  of  credit 
from  an  approved  school  of  medical  tech¬ 
nology,  or  towards  a  bachelor’s  degree 
from  an  accredited  institution  with  a 
chemical,  physical,  or  biological  science 
as  his  major  subject  is  considered  'equiv¬ 
alent  to  2  years  of  experience.  Additional 
education  is  equated  at  the  rate  of  15 
semester  hours  of  credit  for  1  year  of 
experience. 

(l)  Radiobioassay.  The  term  “radlo- 
bloassay”  means  (1)  an  examination  to 
Identify  radionuclides  or  determine  and 
quantitate  body  levels  of  radionuclides 
which  are  taken  in  by  chronic  or  acute 
absorption,  ingestion,  or  inhalation;  or 

(2)  following  the  administration  of  a 
radioactive  material  to  a  patient,  the 
subsequent  analysis  of  a  body  fluid,  or 
excreta  in  order  to  evaluate  body  func¬ 
tion. 

§405.1311  Condition— C  o  m  p  1  i  a  n  c  e 
with  State  and  local  laws. 

The  laboratory  shall  conform  with  all 
applicable  State  and  local  laws. 

(a)  Standard;  licensure.  Any  labora¬ 
tory  located  in  any  State  in  which  State 
or  applicable  local  law  provides  for  the 
licensing  of  laboratories  is  (1)  licensed 
pursuant  to  such  law,  or  (2)  approved, 
by  the  agency  of  the  State  or  locality  re¬ 
sponsible  for  licensing  laboratories,  as 
meeting  the  standards  established  for 
such  licensing. 

(b)  Standard;  licensed  staff.  The  direc¬ 
tor  and  the  staff  of  the  laboratory  are  li¬ 
censed  or  registered  in  accordance  with 
applicable  laws. 

(c)  Standard;  fire  and  safety.  The  lab¬ 
oratory  is  in  conformity  with  laws  relat¬ 
ing  to  fire  and  safety,  and  to  other  rele¬ 
vant  matters. 

§  405.1312  Condition — clinical  labora¬ 
tories;  laboratory  director. 

The  clinical  laboratory  is  under  the  di¬ 
rection  of  a  qualified  person. 

(a)  Standard;  administration.  The 
laboratory  has  a  director  who  adminis¬ 
ters  the  technical  and  scientific  opera¬ 
tion  of  the  laboratory  including  the  re¬ 
porting  of  findings  of  laboratory  tests. 
The  factors  explaning  the  standard  are 
as  follows: 

(1)  The  director  serves  the  laboratory 
full  time,  or  on  a  regular  part-time  basis. 
If  on  a  regular  part-time  basis,  he  (1) 
does  not  individually  serve  as  director  of 
more  than  three  laboratories  (hospital 
or  independent),  or  (ii)  if  he  does  in¬ 


dividually  serve  as  director  of  more  than 
three  laboratories,  provides  for  an  asso¬ 
ciate,  qualified  under  the  standard  in 
paragraph  (b)  of  this  section,  to  serve  as 
assistant  director  in  each  laboratory. 
Such  assistant  director  does  not  serve 
more  than  three  laboratories. 

(2)  Commensurate  with  the  labora¬ 
tory  workload,  the  director  spends  an 
adequate  amount  of  time  in  the  labora¬ 
tory  to  direct  and  supervise  the  techni¬ 
cal  performance  of  the  staff  and  is 
readily  available  for  personal  or  tele¬ 
phone  consultation. 

(3)  The  director  is  responsible  for  the 
proper  performance  of  all  tests  made  in 
the  laboratory. 

(4)  The  director  is  responsible  for  the 
employment  of  qualified  laboratory  per¬ 
sonnel  and  their  inservice  training. 

(5)  If  the  director  is  to  be  continuously 
absent  for  more  than  1  month,  arrange¬ 
ments  are  made  for  a  qualified  substitute 
director. 

(b)  Standard;  laboratory  director — 
qualification.  The  laboratory  director 
meets  one  of  the  following  requirements: 

(1)  Is  a  physician  certified  in  anatomi¬ 
cal  and/or  clinical  pathology  by  the 
American  Board  of  Pathology  or  the 
American  Osteopathic  Board  of  Pa¬ 
thology  or  possesses  qualifications  which 
are  equivalent  to  those  required  for  such 
certification  (board  eligible) ; 

(2)  Is  a  physician  who  (i)  is  certified 
by  the  American  Board  of  Pathology  or 
the  American  Osteopathic  Board  of 
Pathology  in  at  least  one  of  the  labora¬ 
tory  specialties,  or  (ii)  is  certified  by  the 
American  Board  of  Medical  Microbiology, 
the  American  Board  of  Clinical  Chem¬ 
istry,  the  American  Board  of  Bioanalysis, 
or  other  national  accrediting  board  in 
one  of  the  laboratory  specialties,  or  (iii) 
is  certified  by  the  American  Society  of 
Cytology  to  practice  cytopathology  or 
possesses  qualifications  which  are  equiv¬ 
alent  to  those  required  for  such  certi¬ 
fication  (also  see  the  last  sentence  of 
5  405.1314(b)  (9)),  or  (iv)  subsequent  to 
graduation  has  had  4  or  more  years  of 
full-time  general  laboratory  training  and 
experience  of  which  at  least  2  years  were 
spent  acquiring  proficiency  in  one  of  the 
laboratory  specialties  in  an  approved 
clinical  laboratory; 

(3)  For  the  specialty  of  oral  pa¬ 
thology  only,  is  a  dentist  who  is  certified 
by  the  American  Board  of  Oral  Pathology 
or  possesses  qualifications  which  are 
equivalent  to  those  required  for  certifi¬ 
cation  (board  eligible) ; 

(4)  Holds  an  earned  doctoral  degree 
from  an  accredited  institution  with  a 
chemical,  physical,  or  biological  science 
as  a  major  subject  and  (i)  is  certified  by 
the  American  Board  of  Medical  Micro¬ 
biology,  the  American  Board  of  Clinical 
Chemistry,  the  American  Board  of  Bio¬ 
analysis,  or  other  national  accediting 
board  acceptable  to  the  Secretary  in  one 
of  the  laboratory  specialties,  or  (ii)  sub¬ 
sequent  to  graduation  has  had  4  or  more 
years  of  full-time  general  clinical  labora¬ 
tory  training  and  experience  of  which  at 
least  2  years  were  spent  acquiring  pro¬ 
ficiency  in  one  of  the  laboratory  special¬ 
ties  in  an  approved  clinical  laboratory;  or 
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(5)  With  respect  to  individuals  first 
Qualifying  prior  to  July  1,  1971,  was  re¬ 
sponsible  for  the  direction  of  a  clinical 
laboratory  for  12  months  between  July  1. 
1961,  and  January  1,  1968,  and,  in  addi¬ 
tion,  met  one  of  the  following  require¬ 
ments: 

(1)  Was  a  physician  and  subsequent  to 
graduation  has  had  at  least  4  years  of 
pertinent  clinical  laboratory  experience; 

(ii)  Held  a  master’s  degree  from  an 
accredited  institution  with  a  chemical, 
physical,  or  biological  science  as  a  major 
subject  and  subsequent  to  graduation 
has  had  at  least  4  years  of  pertinent  clin¬ 
ical  laboratory  experience; 

(iii)  Held  a  bachelor’s  degree  from  an 
accredited  institution  with  a  chemical, 
physical,  or  biological  science  as  a  ma¬ 
jor  subject  and  subsequent  to  gradua¬ 
tion  has  had  at  least  6  years  of  pertinent 
clinical  laboratory  experience ;  or 

(iv)  Achieved  a  satisfactory  grade 
through  an  examination  conducted  by 
or  under  the  sponsorship  of  the  U.S. 
Public  Health  Service  on  or  before  July  1, 
1970. 

Note  :  A  laboratory  that  requests  an  initial 
certification,  or  a  recertification  by  reason  of 
a  change  tn  a  director,  and  which  meets  all 
other  requirements  of  this  Subpart  M,  ex¬ 
cept  that  Its  director  qualifies  solely  under 
the  provisions  of  S  406.1312(b)  (6) ,  may  be 
certified  provided  such  laboratory  requests 
approval  based  on  such  director’s  qualifica¬ 
tions  no  later  than  1  year  following  the  ef¬ 
fective  date  of  these  regulations  and  such 
Individual  has  been  employed  in  an  approved 
clinical  laboratory  for  at  least  3  years  of  the 
&  years  preceding  the  date  of  submission  of 
his  qualifications. 

§  405.1313  Condition — clinical  labora¬ 
tory;  supervision. 

The  clinical  laboratory  is  supervised 
by  qualified  personnel. 

(a)  Standard;  supervision.  The  labora¬ 
tory  has  one  or  more  supervisors  who, 
under  the  general  direction  of  the  labora¬ 
tory  director,  supervise  technical  person¬ 
nel  and  reporting  of  findings,  perform 
tests  requiring  special  scientific  skills, 
and,  in  the  absence  of  the  director,  are 
held  responsible  for  the  proper  perform¬ 
ance  of  all  laboratory  procedures.  A  lab¬ 
oratory  director  who  qualifies  under 
§  405.1312(b)  (1),  (2),  (4),  or  (5)  is  also 
qualified  as  a  general  supervisor;  there¬ 
fore,  depending  upon  the  size  and  func¬ 
tions  of  the  laboratory,  the  laboratory  di¬ 
rector  may  also  serve  as  the  laboratory 
supervisor.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Required  supervisors.  There  are 
two  categories  of  required  supervisors.  A 
general  supervisor — one  who  meets  the 
requirements  of  paragraph  (b)  of  this 
section — is  on  the  laboratory  premises 
during  all  hours  in  which  tests  are  be¬ 
ing  performed.  With  respect  to  the  spe¬ 
cialty  of  diagnostic  cytology,  cytotech- 
nologists  do  not  perform  laboratory  pro¬ 
cedures  or  examine  specimens  unless  a 
supervisor  who  qualifies  pursuant  to  the 
provisions  of  §405.1313(b)(4)  or  {405.- 
1314(b)  (9)  is  on  the  premises  at  all  times 
when  slide  preparations  are  being  ex¬ 
amined.  A  technical  supervisor — one  who 


meets  the  pertinent  requirements  of 
{405.1314(b) — spends  an  adequate 
amount  of  time  in  the  laboratory  to  su¬ 
pervise  the  technical  performance  of  the 
staff  in  the  specialty  and  is  readily 
available  for  personal  or  telephone  con¬ 
sultation.  A  general  supervisor  may  also 
be  a  technical  supervisor  in  those  spe¬ 
cialties  in  which  the  requirements  of 
S  405.1314(b)  are  met. 

(2)  Supervison  of  emergency  proce¬ 
dures.  A  supervisor  is  not  required  to  be 
on  the  premises  during  the  performance 
of  procedures  for  emergency  purposes 
provided  that  the  person  performing 
tests  is  qualified  to  perform  such  tests, 
the  supervisor  who  is  responsible  for  the 
results  of  the  work  reviews  them  during 
the  next  duty  period,  and  a  record  is 
maintained  to  reflect  the  aetual  review. 

(b)  Standard;  general  supervisor — 
guokfioatton.  The  laboratory  supervisor 
meets  one  of  the  following  requirements : 

(1)  (i)  Is  a  physician,  or  has  earned  a 
doctoral  degree  from  an  accredited  insti¬ 
tution  with  a  major  in  one  of  the  chemi¬ 
cal,  physical,  or  biological  sciences  and 
(ii)  subsequent  to  graduation  has  had  at 
least  2  years  of  experience  in  one  of  the 
laboratory  specialities  in  an  approved 
clinical  laboratory; 

(2)  (i)  Holds  a  master’s  degree  from  an 
accredited  institution  with  a  major  in 
one  of  the  chemical,  physical,  or  biologi¬ 
cal  sciences  and  (ii)  subsequent  to  grad¬ 
uation  has  had  at  least  4  years  of  per¬ 
tinent  laboratory  experience  of  which 
not  less  than  2  years  have  been  spent 
working  in  the  designated  laboratory 
specialty  in  an  approved  clinical  labora¬ 
tory; 

(3)  (i)  Is  qualified  as  a  clinical  labora¬ 
tory  technologist  pursuant  to  the  pro¬ 
visions  of  §  405.1315(b)  (1),  (2),  (3),  or 
(4),  and  (ii)  subsequent  to  the  date  of 
qualifying  as  a  clinical  laboratory  tech¬ 
nologist,  has  had  at  least  6  years  of  per¬ 
tinent  laboratory  experience  of  which 
not  less  than  2  years  have  been  spent 
working  in  the  designated  laboratory 
specialty  in  an  approved  clinical  labora¬ 
tory; 

(4)  With  respect  to  the  specialty  of 
diagnostic  cytology,  qualifies  as  a  super¬ 
visory  cytotechnologist  because  he:  (i)  is 
qualified  as  a  cytotechnologist  pursuant 
to  the  provisions  of  {  406.1315(b)(2), 
and  (ii)  has  had  4  years  of  full-time 
experience  as  a  cytotechnologist  in  a 
laboratory  directed  or  supervised  by  a 
pathologist  or  other  physician  recognized 
as  a  specialist  in  diagnostic  cytology 
within  the  preceding  10  years;  or 

(5)  With  respect  to  individuals  first 
qualifying  prior  to  July  1,  1971,  has  had 
at  least  15  years  of  pertinent  clinical  lab¬ 
oratory  experience  prior  to  January  1, 
1968;  this  required  experience  may  be 
met  by  the  substitution  of  education  for 
experience. 

§  405.1314  Condition— clinical  labora¬ 
tory;  tests  performed. 

The  requirements  of  this  section  apply 
only  to  those  tests  and  procedures  per¬ 
formed  for  individuals  enrolled  under 
the  supplementary  medical  Insurance 


benefits  program  (see  Subpart  B  of  this 
Part  405).  The  clinical  laboratory  per¬ 
forms  only  those  laboratory  tests  and 
procedures  that  are  within  the  special¬ 
ties  or  subspecialties  in  which  the  labora¬ 
tory  director  or  supervisors  are  qualified. 
Furthermore,  based  on  such  individuals’ 
qualifications,  a  laboratory  may  also  be 
approved  for  a  speciality  or  subspecialty 
notwithstanding  the  fact  that  tests  in 
such  specialty  or  subspecialty  are  not 
being  performed;  provided  (1)  the  labo¬ 
ratory  has  the  necessary  equipment, 
space,  facilities,  and  personnel  to  per¬ 
form  tests  in  such  specialty  or  subspe¬ 
cialty,  and  (2)  the  laboratory  success¬ 
fully  participates  hi  a  proficiency  testing 
program  if  available  in  the  specialty  or 
subspecialty  for  which  it  seeks  approval. 

(a)  Standard:  proficiency  testing.  All 
cknical  laboratories  must  successfully 
participate  ha  a  proficiency  testing  pro¬ 
gram  as  defined  ha  i  495.1310(c)  cover¬ 
ing  &H  el  in  teal  laboratory  and  anatomi¬ 
cal  pathology  specialties  and  subspecial¬ 
ties  as  made  available  in  which  the 
laboratory  is  approved  to  perform  tests. 
Laboratories  shall:  (1)  receive  and  ex¬ 
amine  and/or  analyze  specimens  de¬ 
livered  by  mail  or  messenger  at  such 
times  as  designated  by  the  proficiency 
testing  service;  and  (2)  maintain  records 
of  all  proficiency  testing  results  in  pro¬ 
grams  in  which  It  is  a  participant  and 
make  such  records,  including  results  and 
interpretations,  available  to  the  Secre¬ 
tary  upon  request.  An  exception  to  the 
requirements  of  this  paragraph  may  be 
made  provided  the  State  agency  deter¬ 
mines  that  an  appropriate  proficiency 
testing  program  is  not  readily  available. 
Such  exception,  however,  shall  not  be 
effective  beyond  the  last  day  of  the 
twelfth  month  following  the  effective 
date  of  these  regulations,  or  the  date  the 
laboratory  first  requests  approval  for  its 
services,  whichever  date  is  the  later. 

(b)  Standard;  procedures  and  tests — 
competency.  The  laboratory  performs 
only  those  laboratory  procedures  and 
tests  that  are  within  the  specialties  or 
subspecialties  in  which  the  laboratory 
director  or  supervisors  are  qualified.  The 
factors  explaining  the  standard  are  as 
follows:  . 

(1)  If  the  laboratory  director  or  super¬ 
visor  is  a  physician  certified  in  both 
anatomical  and  clinical  pathology  by  the 
American  Board  of  Pathology  or  the 
American  Osteopathic  Board  of  Path¬ 
ology  or  possesses  qualifications  which 
are  equivalent  to  those  required  for  cer¬ 
tification  (board  eligible) ,  the  laboratory 
may  perform  anatomical  and  clinical 
laboratory  procedures  and  tests  in  all 
specialties. 

(2)  If  the  requirements  of  paragraph 
(b)(1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  the  spe¬ 
cialty  of  microbiology,  including  the  sub¬ 
specialties  of  bacteriology,  virology,  my¬ 
cology,  and  parasitology,  the  director  or 
a  supervisor  (1)  holds  an  earned  doctoral 
or  master’s  degree  In  microbiology  from 
an  accredited  institution  or  Is  a  physi¬ 
cian,  and  (11)  subsequent  to  graduation 
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has  had  at  least  4  years  of  experience 
in  clinical  microbiology. 

(3)  If  the  requirements  of  paragraph 
(b)(1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  the  spe¬ 
cialty  of  serology,  the  director  or  a  su¬ 
pervisor  (i)  holds  an  earned  doctoral 
or  master’s  degree  in  biology,  chemistry, 
immunology,  or  microbiology  from  an 
accredited  institution  or  is  a  physician 
and,  (ii)  subsequent  to  graduation  has 
had  at  least  4  years  experience  in 
serology. 

(4)  If  the  requirements  of  paragraph 
(b)  (1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  the  spe¬ 
cialty  of  hematology,  including  gross  and 
microscopic  examination  of  the  blood, 
the  director  or  a  supervisor  (i)  holds  a 
master’s  or  a  bachelor’s  degree  in  biol¬ 
ogy,  immunology,  microbiology,  or  chem¬ 
istry  from  an  accredited  institution,  and 
(li)  subsequent  to  graduation  has  had 
at  least  4  years  of  experience  in  hema¬ 
tology. 

(5)  If  the  requirements  of  paragraph 
(b)  (1)  of  this  section  are  not  met  and 

(i)  the  laboratory  performs  tests  in  the 
specialty  of  immunohematology,  the  di¬ 
rector  or  a  supervisor  is  a  physician  with 
at  least  2  years  of  experience  in  immuno¬ 
hematology  subsequent  to  graduation;  or 

(ii)  within  the  specialty  of  immunohe¬ 
matology,  the  laboratory  performs  tests 
in  the  subspecialities  of  blood  group¬ 
ing  and  Rh  typing,  antibody  detection, 
identification,  and  titering  only,  the  di¬ 
rector  or  a  supervisor  holds  a  master’s 
or  bachelor’s  degree  in  biology,  immu¬ 
nology,  microbiology,  or  chemistry  from 
an  accredited  institution  and  subsequent 
to  graduation  has  had  at  least  4  years 
of  experience  in  immunohematology. 

(6)  If  the  requirements  of  paragraph 
(b)(1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  the 
specialty  of  clinical  chemistry,  the  direc¬ 
tor  or  a  supervisor  (i>  holds  an  earned 
doctoral  or  master's  degree  in  a  chemical 
science  or  its  equivalent  from  an  ac¬ 
credited  institution  or  is  a  physician,  and 
(ii)  subsequent  to  graduation  has  had  at 
least  4  years  of  experience  in  clinical 
chemistry. 

(7)  If  the  requirements  of  paragraph 
(b)(1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  the  spe¬ 
cialty  of  radiobioassay,  the  director  or  a 
supervisor  (i)  holds  an  earned  doctoral, 
master’s,  or  bachelor’s  degree  in  a  chem¬ 
ical,  physical,  or  biological  science  from 
an  accredited  institution  or  is  a  physi¬ 
cian,  and  (11)  subsequent  to  graduation 
has  had  at  least  4  years  of  experience  in 
radiobioassay. 

(8)  If  the  laboratory  performs  tests  in 
the  specialty  of  tissue  pathology,  the  di¬ 
rector  or  a  supervisor  (i)  meets  the  re¬ 
quirements  of  paragraph  (b)(1)  of  this 
section,  or  (ii)  within  the  specialty  of 
tissue  pathology  performs  tests  limited  to 
skin  pathology  if  the  director  or  a  super¬ 
visor  is  certified  in  dermatopathology  by 
the  American  Board  of  Dermatology  or 
possesses  qualifications  which  are  equiv¬ 
alent  to  those  required  for  certification 
(board  eligible). 


(9)  If  the  requirements  of  paragraph 
(b)  (1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  the  spe¬ 
cialty  of  diagnostic  cytology,  the  director 
or  a  supervisor,  (1)  is  a  physician  who  Is 
certified  by  the  American  Society  of 
Cytology  to  practice  cytopathology  or 
possesses  qualifications  which  are  equiv¬ 
alent  to  those  required  for  certification 
(under  this  provision  the  laboratory  is 
qualified  to  perform  such  tests  only  on 
that  anatomic  site  for  which  the  director 
or  supervisor  is  certified) ;  or  (ii)  is  an 
individual  who,  pursuant  to  a  request  to 
establish  his  qualifications  filed  prior  to 
January  1,  1971,  has  demonstrated  com¬ 
petency  (A)  through  at  least  7  years  of 
accumulative  experience  in  a  position  of 
diagnostic  responsibility  in  the  field  of 
clinical  cytology  or  through  5  years  of 
full-time  training  in  diagnostic  clinical 
cytology  with  suitable  endorsement  by  a 
physician  who  has  been  supervisor  in 
such  activity;  (B)  by  the  publishing  of 
treatises,  texts,  or  other  publications  on 
the  subject  of  diagnostic  cytology  which 
are  generally  acknowledged  and  recog¬ 
nized  by  the  medical  profession  as  au¬ 
thoritative  in  the  field;  (C)  by  appoint¬ 
ment  to  and  service  in  pertinent  teaching 
and  research  positions  in  recognized 
schools  of  medicine;  (D)  by  acceptance 
into  or  award  of  membership  and  office  in 
professional  societies  in  this  field;  and 
(E)  by  receipt  of  other  professional  hon¬ 
ors  for  excellence  in  the  use  of  procedures 
in  exfoliative  cytology  for  the  diagnosis 
of  a  pathological  condition  (under  this 
provision  the  laboratory  is  qualified  to 
perform  such  tests  only  on  that  anatomic 
site  with  respect  to  which  such  compe¬ 
tency  is  so  established).  The  Adminis¬ 
tration,  after  documentation  of  the  indi¬ 
vidual’s  qualifications  by  the  State 
agency,  will,  with  appropriate  profes¬ 
sional  advice  from  Public  Health  Service, 
make  all  determinations  with  respect  to 
the  requirements  set  forth  In  this  para¬ 
graph  (b)  (9)  (ii) .  An  individual  who 
qualifies  under  this  paragraph  (b)  (9) 
(ii)  is  deemed  also  to  meet  the  require¬ 
ments  of  §  405.1312(b)  (2)  (ili) . 

(10)  If  the  requirements  of  paragraph 
(b)(1)  of  this  section  are  not  met  and 
the  laboratory  performs  tests  in  oral 
pathology,  the  director  or  supervisor  is 
a  dentist  who  is  certified  in  oral  path¬ 
ology  by  the  American  Board  of  Oral 
Pathology  or  possesses  qualifications 
which  are  equivalent  to  those  required 
for  certification  (board  eligible) . 

(11)  An  exception  to  the  requirements 
in  paragraphs  (b)  (2),  (3),  (5)  (ii) .  (6), 
and  (7)  of  this  section  is  made  with  re¬ 
spect  to  an  individual  who  qualifies  as  a 
director  under  !  405.1312(b)  (5)  (iii).  The 
laboratory  such  individual  directs  may 
perform  tests  in: 

(i)  Microbiology:  If  the  director  has  a 
bachelor’s  degree  in  a  biological  science 
and  subsequent  to  graduation  has  had  at 
least  0  years  of  experience  in  microbi¬ 
ology; 

(ii)  Hematology:  If  the  director  has  a 
bachelor’s  degree  in  biology,  immunology, 
or  microbiology  from  an  accredited  insti¬ 
tution  and  subsequent  to  graduation  has 


had  at  least  6  years  of  clinical  laboratory 
experience  of  which  at  least  4  years  of 
experience  are  in  hematology; 

(iii)  Serology:  If  the  director  has  a 
bachelor’s  degree  in  biology,  chemistry, 
immunology,  or  microbiology  and  subse¬ 
quent  to  graduation  has  had  at  least  6 
years  of  experience  in  serology; 

(iv)  Radiobioassay:  If  the  director  has 
a  bachelor’s  degree  in  a  chemical,  physi¬ 
cal,  or  biological  science  and  subsequent 
to  graduation  has  had  at  least  6  years  of 
laboratory  experience  at  least  1  year  of 
which  is  in  radiobioassay; 

(v)  Blood  grouping  and  Rh  typing, 
antibody  detection,  identification,  and 
titering:  If  the  director  has  a  bachelor’s 
degree  in  biology,  immunology,  or  mi¬ 
crobiology  from  an  accredited  institution 
and  subsequent  to  graduation  has  had  at 
least  6  years  of  clinical  laboratory  ex¬ 
perience  of  which  at  least  4  years  of  ex¬ 
perience  are  in  immunohematology; 

(vi)  Clinical  chemistry:  If  the  director 
has  a  bachelor’s  degree  in  a  chemical 
science  or  its  equivalent  and  subsequent 
to  graduation  has  had  at  least  6  years 
of  experience  in  clinical  chemistry; 

(vii)  Any  of  the  above  specialties:  If 
the  director  has  a  bachelor’s  degree  in 
medical  technology  and  subsequent  to 
graduation  has  had  at  least  the  desig¬ 
nated  years  of  specialized  experience. 

(12)  A  laboratory  whose  director  qual¬ 
ifies  under  §  405.1312(b)  (5)  (iv)  may 
perform  tests  in  the  laboratory  special¬ 
ties  in  which  such  director  achieved  a 
satisfactory  grade  in  the  examination 
conducted  or  sponsored  by  the  Public 
Health  Service.  Further,  a  director  who 
achieved  a  satisfactory  grade  in  chemis¬ 
try  and/or  blood  grouping  and  Rh  typing 
is  deemed  to  meet  the  requirements  of 
paragraphs  (b)  (5)  (ii)  and/or  (7)  of  this 
section. 

§  405.1315  Condition — clinical  labora¬ 
tory  ;  technical  personnel 

The  clinical  laboratory  has  a  sufficient 
number  of  properly  qualified  technical 
personnel  for  the  volume  and  diversity  of 
tests  performed. 

(a)  Standard ;  technologist — duties. 
The  laboratory  employs  a  sufficient  num¬ 
ber  of  clinical  laboratory  technologists 
to  proficiently  perform  under  general 
supervision  the  clinical  laboratory  tests 
which  require  the  exercise  of  independent 
judgment.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  clinical  laboratory  tech¬ 
nologists  perform  tests  requiring  the  ex¬ 
ercise  of  independent  judgment  and 
responsibility  with  minimal  supervision 
by  the  director  or  supervisors  only  in 
those  specialties  or  subspecialties  in 
which  the  laboratory  technologists  are 
qualified  by  education,  training,  and  ex¬ 
perience. 

(2)  Specialties  in  which  the  clinical 
laboratory  technologist  is  not  qualified 
by  education,  training,  or  experience  are 
performed  only  under  the  direct  super¬ 
vision  of  the  laboratory  supervisor  or 
qualified  technologist. 

(3)  Clinical  laboratory  technologists 
are  in  sufficient  number  to  adequately 
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supervise  the  work  of  technicians  and 
trainees. 

(4)  An  individual  qualified  as  a 
cy  to  technologist  solely  under  paragraph 
(b)  (2)  of  this  section  may  supervise 
technicians  and  trainees  only  in  the 
specialty  of  cytology. 

(b)  Standard;  technologists — quali¬ 
fications.  Each  clinical  laboratory  tech¬ 
nologist  and  cy  to  technologist  possesses  a 
current  license  as  a  clinical  laboratory 
technologist  or  cytotechnologist  issued 
by  the  State,  if  such  licensing  exists, 
and: 

(1)  In  the  case  of  a  laboratory  tech¬ 
nologist.  (i)  Has  earned  a  bachelor’s 
degree  in  medical  technology  from  an 
accredited  college  or  university;  or 
( ii )  Has  successfully  completed  3  years 
of  academic  study  (a  minimum  of  90 
semester  hours  or  equivalent)  in  an  ac¬ 
credited  college  or  university,  which  met 
the  specific  requirements  for  entrance 
into  a  school  of  medical  technology  ac¬ 
credited  by  an  accrediting  agency  ap¬ 
proved  by  file  Secretary,  and  has  success¬ 
fully  completed  a  course  of  training  of  at 
least  12  months  in  such  a  school;  or 
(ill)  Has  earned  a  bachelor’s  degree  in 
one  of  the  chemical,  physical,  or  biologi¬ 
cal  faiences  and,  in  addition,  has  at  least 
1  year  of  pertinent  laboratory  experi¬ 
ence  and/or  training  in  the  specialty  or 
subspecialty  in  which  the  individual  per¬ 
forms  tests;  or 

(iv)  Has  successfully  completed  3 
years  (90  semester  hours  or  equivalent) 
in  an  accredited  college  or  university 
with  the  following  distribution  of 
courses: 

(A)  For  those  whose  training  was 
completed  prior  to  September  IS,  1963. 
At  least  24  semester  hours  in  chemistry 
and  biology  courses  of  which: 

(1)  At  least  6  semester  hours  were  in 
inorganic  chemistry  and  at  least  3 
semester  hours  were  in  other  chemistry 
courses,  and 

(2)  At  least  12  semester  hours  in  bi¬ 
ology  courses  pertinent  to  the  medical 
sciences,  or 

(B)  For  those  whose  training  teas 
completed  after  September  14,  1963.  (1) 
16  semester  hours  in  chemistry  courses 
which  Included  at  least  6  semester  hours 
in  inorganic  chemistry  and  which  are 
acceptable  toward  a  major  in  chem¬ 
istry:  or 

(2)  16  semester  hours  in  biology 
courses  which  are  pertinent  to  the  medi¬ 
cal  sciences  and  are  acceptable  toward  a 
major  in  the  biological  sciences;  and 

(3)  3  semester  hours  of  mathematics; 
and 

(O  Has  experience  and/or  training 
covering  several  fields  of  medical  labora¬ 
tory  work  of  at  least  1  year  and  of  such 
quality  as  to  provide  him  with  education 
and  training  in  medical  technology 
equivalent  to  that  described  in  para¬ 
graphs  (b)  (1)  (1)  and  (ii)  of  this  section; 
or 

(v)  With  respect  to  individuals  first 
qualifying  prior  to  July  1, 1971;  the  tech¬ 
nologist: 

(A)  Was  performing  the  duties  of  a 
clinical  laboratory  technologist  at  any 


time  between  July  1. 1961,  and  January 
1,  1968,  and 

(B)  Has  had  at  least  10  years  of  perti¬ 
nent  clinical  laboratory  experience  prior 
to  January  1.  1968  (This  required  ex¬ 
perience  may  be  met  by  the  substitution 
of  education  for  experience) ;  or 

(2)  In  the  case  of  a  cytotechnologist. 

(i)  Has  successfully  completed  2  years  in 
an  accredited  college  or  university  with 
at  least  12  semester  hours  in  science,  8 
hours  of  which  are  in  biology,  and  (A) 
has  had  12  months  of  training  in  a  school 
of  cytotechnology  accredited  by  an  ac¬ 
crediting  agency  approved  by  the  Secre¬ 
tary,  or  (B)  has  received  6  months  of  for¬ 
mal  training  in  a  school  of  cytotechnol¬ 
ogy  accredited  by  an  accrediting  agency 
approved  by  the  Secretary  and  6  months 
of  full-time  experience  in  cytotechnology 
in  a  laboratory  acceptable  to  the  pathol¬ 
ogist  who  directed  such  formal  6  months 
of  training,  or 

(ii)  Prior  to  January  1,  1969,  has:  (A) 
been  graduated  from  high  school,  (B) 
completed  6  months  of  training  in  cyto¬ 
technology  in  a  laboratory  directed  by  a 
pathologist  or  other  physician  recognized 
as  a  specialist  in  cytology,  and  (C)  com¬ 
pleted  2  years  of  full-time  supervised  ex¬ 
perience  in  cytotechnology;  or 

(3)  In  the  case  of  a  laboratory  tech¬ 
nologist  or  cytotechnologist  not  meeting 
the  training  and  experience  requirements 
defined  in  paragraph  (b)  (1)  or  (2)  of 
this  section.  Achieves  a  satisfactory  grade 
in  a  proficiency  examination  approved 
by  the  Secretary  except  that  such  deter¬ 
minations  of  proficiency  shall  not  apply 
with  respect  to  persons  initially  licensed 
by  a  State  or  seeking  Initial  qualifica¬ 
tions  as  a  technologist  or  cytotechnolo¬ 
gist  after  December  31, 1977.  (Such  indi¬ 
viduals  will  be  deemed  to  meet  the  re¬ 
quirements  of  paragraph  <b>  (1)  or  (2) 
of  this  section,  whichever  is  appropriate.) 

(c)  Standard;  technician-duties. 
Clinical  laboratory  technicians  are  em¬ 
ployed  In  sufficient  number  to  meet  the 
workload  demands  of  the  laboratory  and 
they  function  only  under  direct  supervi¬ 
sion  of  a  clinical  laboratory  technologist. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  Each  technician  performs  only 
those  clinical  laboratory  procedures 
which  require  a  degree  of  skill  commen¬ 
surate  with  the  education,  training,  and 
technical  abilities  and  which  involve  lim¬ 
ited  exercise  of  Independent  judgment. 

(2)  No  clinical  laboratory  technician 
performs  procedures  in  the  absence  of  a 
qualified  clinical  laboratory  technologist, 
supervisor,  or  director. 

(3)  A  technician  trainee  performs  only 
repetitive  procedures  which  require  a 
minimal  exercise  of  Independent  judg¬ 
ment  and  he  may  perform  such  proce¬ 
dures  only  under  the  personal  and  direct 
supervision  of  a  qualified  stg>ervi8or  or 
technologist. 

(d)  Standard;  technician — qualifica¬ 
tions.  Each  clinical  laboratory  technician 
possesses  a  current  license  as  a  clinical 
laboratory  technician  Issued  by  the 
State,  if  such  licensing  exists,  and  meets 
one  of  the  following  requirements; 


Cl)  Has  successfully  completed  60  se¬ 
mester  hours  of  academic  credit  includ¬ 
ing  chemistry  and  biology  as  well  as  a 
structured  curriculum  In  medical  labora¬ 
tory  techniques  at  an  accredited  institu¬ 
tion  or  has  an  associate  degree  based  on 
a  course  of  study  including  those  subjects 
from  an  accredited  institution; 

(2)  Is  a  high  school  graduate  or  equiv¬ 
alent  and  has  completed  at  least  1  year 
In  a  technician  training  program  in  a 
school  accredited  by  an  accrediting 
agency  approved  by  the  Secretary: 

(3)  Is  a  high  school  graduate  or  equiv¬ 
alent  and  has  2  years  of  pertinent  lab¬ 
oratory  experience  as  a  technician 
trainee  in  an  approved  clinical  labora¬ 
tory; 

(4)  Is  a  high  school  graduate  or 
equivalent  and  has  successfully  com¬ 
pleted  an  official  military  medical  lab¬ 
oratory  procedures  course  of  at  least  50 
weeks  duration  and  has  held  the  military 
enlisted  occupational  specialty  of  Medi¬ 
cal  Laboratory  Specialist  (Laboratory 
Technician) ; 

(5)  With  respect  to  a  technician  not 
meeting  the  training  and  experience  re¬ 
quirements  defined  In  paragraph  (d)  (1) , 
(2),  (3). or  (4), 

(1)  Was  performing  the  duties  of  a 
clinical  laboratory  technician  any  time 
between  July  1,  1961,  and  January  1, 
1968,  and 

(ii)  Has  had  at  least  5  years  of  per¬ 
tinent  clinical  laboratory  experience 
prior  to  January  1,  1968.  (Tills  required 
experience  may  be  met  by  the  substitu¬ 
tion  of  education  for  experience.)' 

(6)  With  respect  to  a  clinical  labora¬ 
tory  technician  not  meeting  the  train¬ 
ing  and  experience  requirements  defined 
in  paragraph  (d)(1),  (2),  (3),  (4),  or 

(5) :  Achieves  a  satisfactory  grade  in  a 
proficiency  examination  approved  by  the 
Secretary  except  that  such  determina¬ 
tions  of  proficiency  shall  not  apply  with 
respect  to  persons  initially  licensed  by  a 
State  or  seeking  Initial  qualifications  as 
a  technologist  or  cytotechnologist  after 
December  31,  1977.  (These  individuals 
will  be  deemed  to  meet  the  requirements 
of  paragraph  (d)(1)  of  this  section.) 

(e)  Standard;  personnel  policies. 
There  are  written  personnel  policies, 
practices,  and  procedures  that  ade¬ 
quately  support  sound  laboratory  prac¬ 
tice.  TTae  factors  »q>iaining  the  standard 
are  as  follows: 

(1)  Current  employee  records  are 
maintained  and  Include  a  resume  of  each 
employee’s  training,  experience,  duties, 
and  date  or  dates  of  employment. 

(2)  Piles  contain  evidence  of  adequate 
health  supervision  of  employees,  such  as 
results  of  preemployment  physical  exam¬ 
inations,  Including  chest  X-rays,  Immu¬ 
nization  records,  and  records  of  all  Al¬ 
nesses  and  accidents  occurring  on  duty. 

(3)  Work  assignments  are  consistent 
with  qualifications. 

(4)  There  Is  a  rtonrentert  mugiani 
for  employee  orients  lien  and  inservice 

education. 
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§  105.1316  Conditio* — clinical  labora¬ 
tory  ;  management. 

The  clinical  laboratory  maintains  rec¬ 
ords  and  facilities  which  are  adequate 
and  appropriate  for  the  services  offered. 

(a)  Standard;  laboratory  procedure 
manual.  A  compilation  is  kept  of  all  auto¬ 
mated  and  manual  methods  for  tests 
which  are  performed  in  or  offered  by  the 
laboratory.  Changes  in  methods  are  dated 
and  approved  in  writing  by  the  technical 
supervisor.  Each  procedure  is  reviewed 
and  dated  by  the  technical  supervisor  at 
least  annually.  For  those  tests  which  are 
normally  performed  on  automated  test 
equipment,  provision  is  made  and  docu¬ 
mented  for  performing  such  tests  by  al¬ 
ternate  methods,  or  for  storing  the  test 
specimens,  in  the  event  this  equipment 
becomes  inoperable. 

(b)  Standard;  laboratory  manage¬ 
ment.  Space  and  facilities  are  adequate 
to  properly  perform  the  services  which 
are  performed  in  or  offered  by  the  labo¬ 
ratory.  The  factors  explaining  the  stand¬ 
ards  are  as  follows: 

(1)  Workbench  space  is  ample,  well- 
lighted,  and  convenient  to  sink,  water, 
gas,  and  suction  and  electrical  outlets  as 
necessary. 

(2)  Work  areas  are  arranged  so  as  to 
minimize  problems  in  transportation  and 
communication. 

(3)  The  laboratory  is  properly  venti¬ 
lated. 

(4)  Volatile  chemicals  and  inflam¬ 
mable  solvents  are  property  stored  in 
areas  unlikely  to  ignite  same  or  restricted 
from  open  flame  or  heat. 

(5)  Temperature  and  humidity  are 
controlled  within  limits  required  for 
proper  performance  of  tests  and  opera¬ 
tion  of  instruments  affected  by  these 
variations. 

(6)  Voltage  levels  at  electrical  sources 
to  which  automated  equipment  is  con¬ 
nected  are  monitored  and  recorded. 

(7)  Adequate  Are  precautions  and  oc¬ 
cupational  safety  and  health  laws  are 
known,  posted,  and  observed. 

(c)  Standard;  collection  of  specimens. 
No  persons  other  than  a  licensed  physi¬ 
cian,  or  one  otherwise  authorized  by  law, 
manipulates  a  patient  for  the  collection 
of  specimens  except  that  qualified  tech¬ 
nical  personnel  of  the  laboratory  may 
collect  blood  or  remove  stomach  contents 
and  collect  material  for  smears  and  cul¬ 
ture  under  the  direction  or  upon  the 
written  request  of  a  licensed  physician. 

(d)  Standard;  sterilization.  Syringes, 
needles,  lancets,  or  other  blood-letting 
devices  capable  of  transmitting  Infection 
from  one  person  to  another  are  not  re¬ 
used  unless  they  are  properly  sterilized 
prior  to  each  use  and  wrapped  or  covered 
in  a  manner  which  will  insure  that  they 
remain  sterile  until  used.  Appropriate 
sterilization  and  disinfection  techniques 
are  utilized,  as  required,  for  tests  per¬ 
formed  on  potentially  contaminated  ma¬ 
terial  and  for  the  protection  of  labora¬ 
tory  personnel.  Disposable  syringes, 
needles,  pipettes,  Petri  dishes,  and  other 
disposable  items  are  appropriately  dis¬ 
carded  immediately  after  use.  Each  steri¬ 
lizing  cycle  contains  a  device  which  indi¬ 


cates  proper  sterilization  or  an  adequate 
recording  thermometer  is  used  and  rec¬ 
ords  kept  of  temperature  readings. 
Proper  operation  of  the  autoclave  is 
checked  monthly  with  viable  spores. 

(e)  Standard;  examination  and  re¬ 
ports.  The  laboratory  examines  speci¬ 
mens  only  at  the  request  of  a  licensed 
physician,  dentist,  or  other  person  au¬ 
thorized  by  law  to  use  the  findings  of 
laboratory  examinations  and  reports 
only  to  those  authorized  by  law  to  receive 
such  results.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  If  the  patient  is  sent  to  the  labora¬ 
tory,  a  written  request  for  the  desired 
laboratory  procedures  is  obtained  from  a 
person  authorized  by  law  to  use  findings 
of  laboratory  examination. 

(2)  If  only  a  specimen  is  sent,  it  is  ac¬ 
companied  by  a  written  request. 

(3)  If  the  laboratory  receives  reference 
specimens  from  another  laboratory,  it 
reports  back  to  the  laboratory  submit¬ 
ting  the  specimens. 

(f)  Standard;  specimens — records. 
The  laboratory  maintains  a  record  in¬ 
dicating  the  daily  accession  of  specimens, 
each  of  which  is  numbered  or  otherwise 
appropriately  identified.  The  factor  ex¬ 
plaining  the  standard  is  as  follows:  Rec¬ 
ords  contain  the  following  information: 

(1)  The  laboratory  number  or  other 
identification  of  the  specimen. 

(2)  The  name  and  other  identification 
of  the  person  from  which  the  specimen 
was  taken. 

(3)  The  name  of  the  licensed  physi¬ 
cian  or  other  authorized  person  or  clin¬ 
ical  laboratory  which  submitted  the 
specimen. 

(4)  The  date  the  specimen  was  col¬ 
lected  by  the  physician  or  other  author¬ 
ized  person. 

(5)  The  date  the  specimen  was  re¬ 
ceived  in  the  laboratory. 

(6)  The  condition  of  unsatisfactory 
specimens  when  received  (e.g.,  broken, 
leaked,  hemolyzed,  or  turbid,  etc.). 

(7)  The  type  of  test  performed. 

(8)  The  date  that  test  was  performed. 

(9)  The  results  of  the  laboratory  test 
or  cross-reference  to  results  and  the 
date  of  reporting. 

(10)  The  name  and  address  of  the 
laboratory  to  which  forwarded  if  the 
procedure  is  not  performed  at  this 
laboratory. 

(g)  Standard;  laboratory  report  and 
record.  The  laboratory  report  is  sent 
promptly  to  the  licensed  physician  or 
other  authorized  person  who  requested 
the  test  and  a  suitable  record  of  each 
test  result  is  preserved  by  the  laboratory 
for  a  period  of  at  least  2  years  after  the 
date  of  submittal  of  the  report  or  for  a 
period  of  time  required  by  State  law  for 
such  records,  whichever  is  longer.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  The  laboratory  director  is  respon¬ 
sible  for  the  laboratory  report. 

(2)  Duplicate  copies  or  a  suitable  rec¬ 
ord  of  laboratory  reports  are  filed  in  the 
laboratory  in  a  manner  which  permits 
ready  Identification  and  accessibility. 


(3)  Tissue  pathology  reports  utilize  ac¬ 
ceptable  terminology  of  a  recognized  sys¬ 
tem  of  disease  nomenclature. 

(4)  The  results  of  laboratory  tests  or 
procedures  or  transcripts  thereof  are  not 
sent  to  the  patient  concerned  except 
with  the  written  consent  of  the  physi¬ 
cian  or  other  authorized  person  who  re¬ 
quested  the  test. 

(5)  The  report  forms  are  designed  to 
facilitate  comparison  with  pertinent 
"normal”  ranges  as  determined  by  the 
laboratory  performing  the  tests. 

(6)  A  list  of  analytical  methods  em¬ 
ployed  by  the  laboratory  and  a  basis  for 
the  listed  “normal”  range  is  maintained 
in  the  laboratory.  The  list  shall  be  made 
available  to  any  physician  ordering  an 
examination  upon  request. 

(7)  If  the  laboratory  refers  specimens 
to  another  laboratory,  the  laboratory  re¬ 
ceiving  the  specimens  meets  the  applica¬ 
ble  conditions  under  the  health  Insurance 
program.  Each  physician  ordering  an  ex¬ 
amination  is  notified  that  the  specimen 
was  referred  to  another  laboratory.  Such 
notice  must  show  the  name  and  address 
or  other  identification  of  the  laboratory 
to  which  the  specimen  is  referred. 

§  405.1317  Condition— quality  control. 

(a)  Standard;  general.  Quality  controls 
Imposed  and  practiced  by  the  laboratory 
must  provide  for  and  assure: 

(1)  Preventive  maintenance,  periodic 
inspection,  and  testing  for  proper  opera¬ 
tion  of  equipment  and  instruments  as 
may  be  appropriate;  validation  of  meth¬ 
ods;  evaluation  of  reagents  and  volu¬ 
metric  equipment;  surveillance  of  re¬ 
sults;  and  remedial  action  to  be  taken  in 
response  to  detected  defects. 

(2)  Adequacy  of  facilities,  equipment, 
instruments,  and  methods  for  perform¬ 
ance  of  the  procedures  or  categories  of 
procedures  for  which  a  certification  is 
approved;  proper  lighting  for  accuracy 
and  precision;  convenient  location  of 
essential  utilities;  monitoring  of  temper¬ 
ature-controlled  spaces  and  equipment, 
including  water  baths,  incubators,  steri¬ 
lizers,  and  refrigerators,  to  assure  proper 
performance;  evaluation  of  analytical 
measuring  devices,  such  as  photometers 
and  radioactivity  counting  equipment, 
with  respect  to  all  critical  operating 
characteristics. 

(3)  Labeling  of  all  reagents  and  solu¬ 
tions  to  indicate  identity,  and  when  sig¬ 
nificant,  titer,  strength,  or  concentration, 
recommended  storage  requirements, 
preparation  or  expiration  date,  and  other 
pertinent  information.  Materials  of  sub¬ 
standard  reactivity  and  deteriorated  ma¬ 
terials  may  not  be  used. 

(4)  The  availability  at  all  times,  in 
the  immediate  bench  area  of  personnel 
engaged  in  examining  specimens  and 
performing  related  procedures  within  a 
category  (e.g.,  clinical  chemistry,  hema¬ 
tology,  and  pathology),  of  current  labo¬ 
ratory  manuals  or  other  complete  written 
descriptions  and  instructions  relating  to 
(i)  the  analytical  methods  used  by  those 
personnel,  properly  designated  and  dated 
to  reflect  the  most  recent  supervisory  re¬ 
views,  (ii)  reagents,  (ill)  control  and  cal¬ 
ibration  procedures,  and  (iv)  pertinent 
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literature  references.  Textbooks  may  be 
used  as  supplements  to  such  written  de¬ 
scriptions  but  may  not  be  used  in  lieu 
thereof. 

(5)  Written  approval  by  the  director 
or  supervisor  of  all  changes  in  laboratory 
procedures. 

(6)  Maintenance  and  availability  to 
laboratory  personnel  and  to  the  Secre¬ 
tary  of  records  reflecting  dates  and, 
where  appropriate,  the  nature  of  inspec¬ 
tion,  validation,  remedial  action,  moni¬ 
toring,  evaluation,  and  changes  and  dates 
of  changes  in  laboratory  procedures. 

(7)  Solicitation  designed  to  provide  for 
collection,  preservation,  and  transporta¬ 
tion  of  specimens  sufficiently  stable  to 
provide  accurate  and  precise  results 
suitable  for  clinical  interpretation. 

(b)  Standard;  quality  control  system — 
methodologies.  Provision  is  made  for  an 
acceptable  quality  control  program  cov¬ 
ering  all  types  of  analysis  performed  by 
the  laboratory  for  verification  and  as¬ 
sessment  of  accuracy,  measurement  of 
precision,  and  detection  of  error.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  Microbiology.  Chemical  and  bio¬ 
logical  solutions,  reagents,  and  antisera 
shall  be  tested  and  inspected  each  day  of 
use  for  reactivity  and  deterioration. 

(i)  Bacteriology  and  mycology.  Stain¬ 
ing  materials  shall  be  tested  for  intended 
reactivity  by  concurrent  application  to 
smears  of  microorganisms  with  predict¬ 
able  staining  characteristics.  Each  batch 
of  medium  shall  be  tested  before  or  con¬ 
currently  with  use  with  selected  orga¬ 
nisms  to  confirm  required  growth  char¬ 
acteristics,  selectivity,  enrichment,  and 
biochemical  response. 

(il)  Parasitology.  A  reference  collec¬ 
tion  of  slides,  photographs,  or  gross 
specimens  of  identified  parasites  shall  be 
available  and  used  in  the  laboratory  for 
appropriate  comparison  with  diagnostic 
specimens.  A  calibrated  ocular  microm¬ 
eter  shall  be  used  for  detemining  the 
size  of  ova  and  parasites,  if  size  is  a  crit¬ 
ical  factor. 

(iii)  Virology.  Systems  for  the  isolation 
of  viruses  and  reagents  for  the  identi¬ 
fication  of  viruses  shall  be  available  to 
cover  the  entire  range  of  viruses  which 
are  etiologically  related  to  clinical  dis¬ 
eases  for  which  services  are  offered.  Rec¬ 
ords  shall  be  maintained  which  reflect 
the  systems  used  and  the  reactions  ob¬ 
served.  In  tests  for  the  identification  of 
viruses,  controls  shall  be  employed  which 
will  identify  erroneous  results.  If  sero- 
diagnostic  tests  for  virus  diseases  are 
performed,  requirements  for  quality  con¬ 
trol  as  specified  for  serology  shall  apply. 

(2)  Serology,  (i)  Serologic  tests  on  un¬ 
known  specimens  shall  be  run  concur¬ 
rently  with  a  positive  control  serum  of 
known  titer  or  controls  of  graded  re¬ 
activity  plus  a  negative  control  in  order 
to  detect  variations  in  reactivity  levels. 
Controls  for  all  test  components  (anti¬ 
gens,  complement,  erythrocyte  indicator 
systems,  etc.)  shall  be  employed  to  in¬ 
sure  reactivity  and  uniform  dosage.  Test 
results  shall  not  be  reported  unless  the 
predetermined  reactivity  pattern  of  the 
controls  is  obtained. 


(ii)  Each  new  lot  of  reagent  shall  be 
tested  concurrently  with  one  of  known 
acceptable  reactivity  before  the  new  re¬ 
agent  is  placed  in  routine  use. 

(iii)  Equipment,  glassware,  reagents, 
controls,  and  techniques  for  tests  for 
syphilis  shall  conform  to  those  recom¬ 
mended  in  the  “Manual  of  Tests  for 
Syphilis  1969.”  D.S.  Public  Health  Serv¬ 
ice  Publication  No.  411,  January  1969. 

(3)  Clinical  chemistry.  (1)  Each  in¬ 
strument  or  other  device  shall  be  re¬ 
calibrated  or  rechecked  at  least  once  on 
each  day  of  use.  Records  which  document 
the  routine  precision  of  each  method, 
automated  or  manual,  and  its  recalibra¬ 
tion  schedule  shall  be  maintained  and 
be  available  to  laboratory  personnel  and 
the  Secretary.  At  least  one  standard  and 
one  reference  sample  (control)  shall  be 
included  with  each  run  of  unknown 
specimens  where  such  standards  and  ref¬ 
erence  samples  are  available.  Control 
limits  for  standards  and  reference 
samples  shall  be  recorded  and  displayed 
and  shall  include  the  course  of  action 
to  be  instituted  when  the  results  are  out¬ 
side  the  acceptable  limits. 

(ii)  Screening  or  qualitative  chemical 
urinalysis  shall  be  checked  daily  by  use 
of  suitable  reference  samples. 

(4)  Immuno-hematology.  (1)  ABO 
grouping  shall  be  performed  by  testing 
unknown  red  cells  with  anti-A  and  anti- 
B  grouping  serums  licensed  under  Part 
73,  Title  42,  Code  of  Federal  Regulations, 
or  possessing  equivalent  potency,  using 
the  technique  for  which  the  serum  is 
specifically  designed  to  be  effective.  For 
confirmation  of  ABO  grouping,  the  un¬ 
known  serum  shall  be  tested  with  known 
A1  and  B  red  cells. 

(ii)  The  potency  and  reliability  of  re¬ 
agents  shall  be  checked  each  day  of  use. 

(hi)  The  Rlu  (D)  type  shall  be  deter¬ 
mined  by  testing  unknown  red  cells  with 
anti-RHo  (anti-D)  typing  serum  licensed 
under  42  CFR  Part  73,  or  possessing 
equivalent  potency,  using  the  technique 
for  which  the  serum  is  specifically  de¬ 
signed  to  be  effective.  Anti-Rho'  (CD), 
anti-RHo"  (DE),  and  anti-RHo  rh'rh" 
(CPE)  serums  licensed  pursuant  to  42 
CFR  Part  73,  or  possessing  an  equivalent 
potency  may  be  used  for  typing  donor 
blood.  All  Rho  negative  donor  and  patient 
cells  shall  be  tested  for  the  Rho  variant 
(D“) .  A  control  system  of  patient’s  cells 
suspended  in  his  own  serum  or  in  albu¬ 
min  shall  be  employed  when  the  test  is 
performed  in  a  protein  medium. 

(iv)  Rho  (D)  positive  and  negative 
control  tests  shall  be  used  for  each  test 
system  employed  to  check  the  reactivity 
of  the  anti-Rho  (D)  serum  each  day  of 
use.  Reactivity  of  known  red  cells  used 
for  antibody  screening  shall  be  tested 
each  day  of  use  with  a  suitable  positive 
and  negative  control.  The  reactivity  of 
anti-human  globulin  reagents  (Coombs’ 
serum)  shall  be  tested  each  day  of  use 
and  whenever  a  new  lot  of  reagent  is 
used. 

(5)  Hematology.  Instruments  and 
other  devices  used  in  hematological  ex¬ 
amination  of  specimens  shall  be  recali¬ 
brated  or  retested  or  reinspected,  as  may 


be  appropriate,  each  day  of  use.  Each 
procedure  for  which  standards  and  con¬ 
trols  are  available  shall  be  rechecked 
each  day  of  use  with  standards  or  con¬ 
trols  covering  the  entire  range  of  ex¬ 
pected  values.  Tests  such  as  the  one- 
stage  prothrombin  time  test  shall  be  run 
in  duplicate  unless  the  laboratory  can 
demonstrate  that  low  frequency  of  ran¬ 
dom  error  or  high  precision  makes  such 
testing  unnecessary.  Reference  ma¬ 
terials,  such  as  hemoglobin  pools,  and 
stabilized  cells,  shall  be  tested  at  least 
once  each  day  of  use  to  insure  accuracy 
of  results.  Standard  deviation,  coefficient 
of  variation,  or  other  statistical  esti¬ 
mates  of  precision  shall  be  determined 
by  random  replicate  testing  of  speci¬ 
mens.  The  accuracy  and  precision  of 
blood  cell  counts  and  hematocrit  and 
hemoglobin  measurements  shall  be  tested 
each  day  of  use. 

(6)  Exfoliative  cytology ;  histopathol- 
ogy;  oral  pathology — (1)  Exfoliative  cy¬ 
tology.  The  laboratory  director  or  super¬ 
visor  qualified  in  cytology  or  cytotech- 
nologist  shall  rescreen  for  proper  stain¬ 
ing  and  correct  interpretation  at  least  a 
10-percent  random  sample  of  gynecolog¬ 
ical  smears  which  have  been  interpreted 
to  be  in  one  of  the  benign  categories  by 
personnel  not  possessing  director  or 
supervisor  qualifications.  All  gynecologi¬ 
cal  smears  interpreted  to  be  in  the  “sus¬ 
picious”  or  positive  categories  by  screen- 
ers  shall  be  confirmed  by  the  laboratory 
director  or  qualified  supervisor  and  the 
report  shall  be  signed  by  a  physician 
qualified  in  pathology  or  cytology.  All 
nongynecological  cytological  prepara¬ 
tions,  positive  and  negative,  shall  be  re¬ 
viewed  by  a  director  or  supervisor  quali¬ 
fied  in  cytology.  Nonmanual  methods 
shall  provide  quality  control  similar  te 
that  provided  in  other  nonmanual  lab¬ 
oratory  procedures.  All  smears  shall  be 
retained  for  not  less  than  2  years  from 
date  of  examination. 

(ii)  Histopathology  and  oral  pathol¬ 
ogy.  All  special  stains  shall  be  controlled 
for  intended  reactivity  by  use  of  positive 
slides.  Stained  slides  shall  be  retained  for 
not  less  than  2  years  from  date  of  exami¬ 
nation  and  blocks  shall  be  retained  for 
not  less  than  1  year  from  such  .date. 
Remnants  of  tissue  specimens  shall  be 
retained  in  a  fixative  solution  until  those 
portions  submitted  for  microscopy  have 
been  examined  and  a  diagnosis  made  by 
a  pathologist. 

(7)  Radiobioassay.  The  counting 
equipment  shall  be  checked  for  stability 
at  least  once  on  each  day  of  use,  with 
radioactive  standards  or  reference 
sources.  Reference  samples  with  known 
activity  and  within  expected  levels  of 
normal  samples  shall  be  processed  in 
replicate  quarterly.  For  each  method, 
records  which  document  the  routine  pre¬ 
cision  and  the  recalibration  schedule 
shall  be  maintained  and  be  available  to 
the  staff  and  to  the  Secretary. 

(Secs.  1103,  1861(a)  (10)  and  (11).  1864,  1871, 
49  Stat.  647,  as  amended.  79  Stat.  322,  79  Stat. 
825-326,  79  Stat.  331;  42  UJS.C.  1302.  1395x(s) 
(10)  and  (11),  1395aa.  and  1395mi). 
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